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Remarks 

Appbcants have amended the ti I : as requested by the Examiner. Claims 2-24 have been 
cancelled herein or previously without ] rejudice or disclaimer. Applicants reserve the right to 
file one or more continuation apphca i >ns directed to the subject matter encompassed by all 
canceled claims. Upon entry of the pre ; m amendment, claim 1 will be pending. 

Formiti Matters 

S pecilicatlon ObiectiDns 

The specification was objecte I to because •nrodemarks are disclosed throughoin the 
instant specification and not all of tji. them are capitalized or accompanied by the generic 
terminology" and because "it contain: m embedded hyperlink and/or other fomn of browser- 
executable code." See, Paper No. 0404 C 5, pages 2-3, paragraph nos. 4Ca) and 4Cb). hi response^ 
Applicants note that they will amend 1 e specification to correct all improper trademark usage 
and delete all embedded hyperlinks j ion receiving a notice of allowability for the present 
application (and ptior to, or concurrent ' /ith. payment of the issue fee). 

The Examiner has requested ; lew title that is "clearly indicative of the invention lo 
which the claims are directed". See, P i -er No- 040405, page 3, paragraph no, 4(c). In respect of 
this request, Applicants have amend s I die title as recommended by the Examiner to read: 
"Polynucleotides Encoding Human Se. i ned Proteins". 

Claim Qb|ections 

Claims 1-4 were objected to b ^ :ause they make reference to Table lA. See, Paper No. 
040405, page 3, paragraph no. 5. 1 ) tletion of ^Table lA" from the claims was requested. 
Applicants note that they have cane z ed claims 2-4 and have amended claim I to remove 
reference to 'Table I A." Therefore, xl t objection of claims 1-4 is moot or obviated. 

Rejections under 35 U.&C. §§ 101 

The Examiner has rejected cla i is l-lO, 15-16, and 22 because the invention is allegedly 
not supponed by either a credible, sp ; ific and substantial asserted utility or a well-established 
utility. See, Paper No. 040405. page • paragraph no. 6, In particular, the Examiner alleges that 
"[t]bere is no specific disease or speci : ; fimction that is suggested for the polynucleotides or the 
encoded polypeptides." Id. 
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As an iniiial matter. Applies r :s have canceled claims 2-24 without prejudice or 
disclaimer. Therefore, ihe rejection o " :Uims 2-24 under 35 U.S.C § lOl has been rendered 
moot. 

With respeci to the remaining ejected claim 1. Applicants respectfully disagree and 
travel^. Contrary to the Examiner's p i ition, the specification does indeed disclose at least one 
specific and substantial utility for die 1 1 timed invention. Applicants note that the specification 
teaches that the HODFN71 polynucle » ide may be involved in regulating production of TNF 
alpha, T cells, and E.-2 production. See Table ID, last column, 971-983. Further, the 
specification teaches that based in pa i on its ability to regulate immune cell production, the 
HODFN71 polynucleotide would be u: t Tul for diagnosing and/or treating autoimmune disorders 
(e.g., rheumatoid arthritis and muWpl ? sclerosis) and cancers (e.g., leukemia and lymphoma), 
Jd. Therefore, the specification cle } ly and specifically asserts a biological role for the 
HOOFN71 polytuicleotide and correl i ^ this activity to specific autoimmune disord^ and 
cancers. As such, it logically fol1< ' /s that there is at least one patentable use tor the 
polynucleotides of the present inventio i 

AppUcants point out diat the s 3ecification need only make one credible assertion of 
utility for the claimed invention to sa i fy 35 U.S.C. § 1 01. See, e.g.. Raytheon v. Roper, 724 
F.2d 951, 958, 220 U.S.P.Q. 592, 598 : 'ed. Cir. (1983), cert, denied, 469 U.S. 835 (1984). The 
disclosure of the use of HODFN71 pc I amcleotides for a number of specific disorders does not 
negate the specificity of any one of th i e uses. Indeed, the M.P.E.P. ai § 2107.02 states "[i]t is 
common and sensible for an applicant i j identify several specific utilities for an invention . . 
Further, ''[i]f applicant makes one ere 1 ble assertion of utility^ utility for the claimed invention 
as a whole is established,'* Id. See ah c In re Ma/achowski, 189 U.S.P,Q, 432 (C.C-P.A. 1976); 
Hoffman v. Klaus, 9 U.S.P.Q.2d 1657 ] -d. Pat. App. & Inter. 1988). 

Moreover, where the speclficai ♦ n discloses a biological activity (e.g.^ involvement in ILr 
2 production), and reasonably correl; i s that activity to a disease condition (e.g, rheumatoid 
arthritis), the specification has sufi » iemly ideniified a specific utility for the invention. 
M.P.E.P. § 2107.01 at 2100-32 (emi:: isis added), to other words, so long as the correlation 
between the biological activity and c e asserted use in a particular disease or condition is 
sufficient to convince one of skill in i - : an, then the specificity requirement of 35 U.S.C § lOl 
is satisfied. See also. Fujikawa v. Wa l inasin, 39 U.S.P.Q.2d 1895 (Fed. Cir. 1996). Applicants 
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submit that, based on the present q • cification, the ordinary skilled artisan would readily 
recognize the specific asserted utility o. he claimed polynucleotides. 

Applicants note ihat the test foi . pecificity is whether an assened utility is specific to the 
subject maucr claimed, in connrast to ; uility that would be apphcable to the broad class of the 
invention- See M.P.E.P § 2107.01 on i age 2100-32. Accordingly, the disclosed utility for the 
HODFN71 polynucleotides discussed i I 3ve is specific, in that not every polynucleotide is useful 
for the diagnosis and/or treannent of tb : U>ove*mentioned disorders. 

Furthennore, the Examiner al e |es that the claimed invention is not supported by a 
substantial utility. As discussed above , Applicants assert that based on what is disclosed in the 
specification, coupled with what was : lown in The an on the earUesi effective priority date of 
the present invention, it is reasonable t ) it the claimed invention is usefUl in the diagnosis and/or 
treatment of certain disorders, and fha such uses fulfill an unmet medical need. The M.P.E.P. 
states, **any reasonable use that an apf I cant has identified for the invention that can be viewed 
as providmg a public benefit should b ? accepted as sufficiem, at least with regard to defining a 
^substantial* utility." See M.P-E.P, ; 2107,01(1). Applicants thus assen that the claimed 
invention is supported by a substantial : * ^teal world" utility. 

In view of the above. Applies r s maintain that a skilled artisan would not reasonably 
doubt that HODFN71 polynucleotid : can be used in diagnosing and/or treating specific 
autoimmune disorders and cancers. T i s, the presently claimed invention possesses at least one 
specific, substantial, and credible util i ' that constimtes a patentable utility under 35 U.S.C. § 
101. Because Applicants' assenions : f utility are sufficient to satisfy the requirements of 35 
U.S.C. § 101, it is respectfully requt: ed that the Examiner^s rejection of claim 1 under 35 
U.S.C. § 101 be reconsidered and with ] awn. 

Rejections of Claims 1-lOt 15-16, am \ 22 under 35 US.C. § 112, First Paragraph 
A* £nablemea| 

Claims t-tO, llS-l6,and22 

Claims 1-10, 15-16, and 22 v < re rejected under 35 U.S.C. § 112, first paragraph, for 
alleged lack of enablement. See, Fape r No. 040405, page 8, paragraph no. 8. More panicularly, 
the Examiner siaies, "since the claims c invention is allegedly noi supported by either a specific 
and substantial assened utility or a \ Ml established utility... one skilled in the an would not 
know how to use the claimed invemio t " Jd. 
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Applicants have canceled claii i 2-l0. 15-16, and 22 without prejudice or disclaimer. 
Accordingly, the rejection with respec to these claims is now moot. With respect to pending 
claim I, Applicants respecTfully disagr* c and traverse. 

For the reasons discussed abov : in response to the rejection under 3S U.S.C. § 101, ihe 
claimed invention is supported by a 1 1 edible, specific, and substantial utility. Therefore, Ae 
Examiner "should not impose a 35 U.i § 1 12, first paragraph, rejection grounded on 'lack of 
uriUty' basis unless a 35 U.S.C. § Kl rejection is proper" M-P.E.P. § 2107(IV) at 2100-28 
(Rev. 1, Feb. 2000). Since the claittu c invention complies with ibe utility requirement of 35 
U.S.C. § 101, the rejection of the claii ) 1 under 35 IJ.S,C. § 112, first paragraph, based on lack 
of utility of the claimed invention, shoi J I be withdrawn. 

Claims 1-10, 15-16, and 22 we t also injected under 35 U.S.C. § 1 12, first paragraphs for 
alleged lack of emblement because i- claims encompass an unspecified amount of fragments 
that are not supported by. the instant i lecificatioo** and the "claims reciting percent sequence 
identity... do not indicate where variat • ns will occur or what variations can be tolerated in the 
sequence." See^ P^er No. 040405, pa ; 8, second paragr^h, 

AppUcants note that claims 2-1 1 15-16, and 22 have been canceled herein. Accordingly, 
the enablement rejection with respect i : these claims is now moot. Without acquiescence to the 
present rejection, claim I has been am 2 ided such that it no longer recites polypeptide fragments 
or percent identity. Therefore, App i rants submit that the enablement rejection of claims 1 
under 35 U.S.C. §112, first paragraph I as been obviated. Thus, Applicants respectfully request 
that the Examiner's rejection of petu ig claim I under 35 U.S.C. § 112, first paragraph be 
reconsidered and withdrawn. 

B. Written Pescription 

Claims 1-10 and 15-16 wert rejected under 35 U.S.C. § 112, first paragraph, for 
allegedly ^'containing subject matter v 1 ich was not described in the specification in such a way 
as to reasonably convey to one skilk : in the relevant art that the inventor(sX at the rime the 
application was filed, had possession c f the claimed invention.** See, Paper No. 040405, page 
1 0, paragraph no. 9. 

In particular, the claims were : c ected for allegedly lacking written description based on 
the following issues: 1) the claims are irected to fragments of the claimed nucleic acid and the 
encoded protein and the claims ar« absent functional language; 2) the claimed invention 
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allegedly lacks complete deposit infon i tiou; 3) flic claims are direaed to nucleotide sequences 
ibar comprise sequeonal deletions fron he C or N terminus and there is no limit on the amount 
of nucleotides that can be deleted, and o demonstration of any conserved region or the effects 
of the modifications contemplated; i A 4) the claims do not set forth the hybridi2ation 
conditions that are considered to he stri ■ sent. Id. at pages 10-13. 

In response. Applicants note 1 1 it claims 2-10 and 15-16 have been cancelled herein. 
Funheimore, claim 1 has been amei ( ed such that the rejected language has been deleted. 
AccOTtlingly, the written description re t :non with respect to claims 1-10 and 15-16 is now moot 
or obviated, llius. Applicants respei i \My request that the Examiner's rejection of pending 
claim 1 under 35 U.S,C, § 1 12, first pa ; graph be reconsidered and withdrawn. 

Indefiniveness Rejections under 35 1 . l.C. § 112, Second Paragraph 

Claims l-lO and 15-16 were rejected as indefinite under 35 U.S.C. §112. second 
paragraph, for 'Tailing lo set forth i le subject matter, which appUcant(s) regard as their 
invenlioa." See, Paper No. 040405, pa i : 13, paragraph no. 10. 

Claim 1 

Claim I was rejected as alki^ly indefinite for reciting: 1) full-length polypeptide 
encoded by the HODFN71 cDNA C c le ID in ATCC Deposit No: 203570 corresponding to 
S£Q ID NO:421; 2) hybridizing unde uringent conditions; 3) A residues or T residues; and 4) 
said fragment has biological activity, i e /rf. at 14, first paragraph. In response. Applicants note 
that claim 1 has been amended to d* 1 ne the allegedly indefinite language. Accordingly, the 
rejection to claim 1 has been obv i ted. Thus, Applicants respectfiiUy request that the 
Examiner's rejection of claim 1 unde 35 U.S.C. § 1 12, second paragraph be reconsidered and 
withdrawn. 

Claim 3 

Claim 3 was rejected for reci i ig ''comprises sequential nucleotide deletions" which is 
allegedly indefinite. See Id. at 14. s : ond paragraph. Applicants note that claim 3 has been 
cancelled herein. Accordingly, the rej : tion of claim 3 is now moot- 

Claims 5 and 6 

Claims 5 and 6 were rejected ' r reciting ^•is hybridizable to SEQ ID NO: 132" which is 
allegedly indefinite. See Id. at 14. p« [ altimaie paragraph. Applicants note that claims 5 and 6 
have been cancelled herein. Accordin ? y, the rejection to clairns 5 and 6 is now moot. 
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Claims IS and 16 

Claims 1 5 and 16 were rejectee s allegedly indefinite **because ihe claims depend from 
a non-elected claim." See Id. at 14, la» I paragraph. Applicants note that claims IS and 16 have 
been cancelled herein. Accordingly, th : ejection to claims 15 and 16 is now moot. 



Applicants respectfully request . at the above-made amendments and remailcs be entered 
and made of record in the file history c I the instant ^plication. The Examiner is invited to call 
the undmigned at the phone number i ovided below if any further action by Applicant would 
expedite the examination of diis applic t ion. 

If theie are any fees due in com • ction with the filing of this paper, please charge the fees 
to OUT Deposit Account No. 08-3425. 



Conclusion 



F : ^ectfully subtnitted. 



Date; July 11,2005 




J I ent for AppUcanis 

I man Genome Sciences, Inc. 

I I sUectual Property Department 
1 1 100 Shady Grove Road 
Iickville.MD 20850 

(J 11) 354-3932 (phone) 



DAS/PF/nu- 
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